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DETAILED ACTION 

Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 180, Fig. 5 (appears to be reference 170). Corrected drawing sheets in 
compliance with 37 CFR 1 .121(d), or amendment to the specification to add the 
reference character(s) in the description in compliance with 37 CFR 1 .121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1-3 and 5-6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Cunci etal. (US 5,752,969). 
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With respect to claim 1 , Cunci et al. discloses a device for treating cardiac valve 
regurgitation (device as shown in Fig. 8-10 is capable of being used to treat a cardiac 
valve regurgitation), comprising: a tube including a lumen there through (tube 23, Fig. 
10); a compression member carried on the tube (spring blade 26, Fig. 10); and a sleeve 
rotatably disposed about the tube and the compression member (tube 22, Fig. 9), the 
sleeve including a side port formed therein (opening 24, Fig. 9), wherein the side port is 
alignable with the compression member by relative rotation between the sleeve and the 
compression member (Column 6, Lines 23-30, also shown in Fig. 8). 

With respect to claim 2, Cunci et al. discloses that the compression member has 
a pre-shaped compression configuration that is distendable outwardly through the side 
port (Column 6, Lines 17-30 explain that it distends outwardly and that the relaxed 
configuration (considered the preshaped configuration) is when it is distended). 

With respect to claim 3, Cunci et al. discloses that the compression member is a 
spring, as it is a spring blade. 

With respect to claim 5, Cunci et al. discloses that when the compression 
member distends outwardly through the side port (explained above with respect to claim 
2), the compression member is capable of abutment against an interior wall of a blood 
vessel (since the device is a implantable tube, it is capable of being placed within a 
blood vessel, and since the spring blade is distendable from the side opening, it is 
capable of abutment against the wall of a blood vessel). 

With respect to claim 6, Cunci et al. discloses that the abutment of the 
compression member against an interior wall of a blood vessel applies a compressive 
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force to the cardiac valve (This is considered intended use. It is well known in the art 
that if the implant is implanted into the coronary sinus and provides a compressive force 
near where it coincides with the mitral valve, it will apply a compressive force to the 
mitral valve. For an example of this commonly known aspect, see Background 
information in US 6,793,673 to Kowalsky et al. Since this device is capable of being 
implanted in the coronary sinus vessel, and also applies an outward force by the spring 
blade when the tube is against another surface, it is capable of applying the force to the 
coronary sinus which would compress the mitral valve). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cunci et 
al. (US 5,752,969) in view of Stephens et al. (US 4,604,995) 



Application/Control Number: 1 0/531 ,81 8 Page 5 

Art Unit: 4175 

With respect to claim 4, Cunci et al. does not specifically disclose that the 
compression member is made of a material as listed in claim 4. However, Cunci et al. 
does disclose that most of the parts in the device are made of metal (Column 4, line 45). 
Stephens et al. also disclose that a medical implant for insertion into the body can be 
made of stainless steel (Column 2, lines 58-59). Therefore it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to modify the 
compression member to be made of stainless steel, as one of ordinary skill in the art 
would recognize that it is a long time practice and well known in the art to use stainless 
steel as well as other metals for the use in various medical implants. 
7. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kowalsky 
et al. (US 6,793,673) in view of Cunci et al. (US 5,752,969). 

With respect to claim 7, Kowalsky et al. discloses a device for treating cardiac 
valve regurgitation (Column 2, Lines 18-20), comprising: a tube (device 70, Fig. 9); a 
compression member carried on the tube (96 and 78, Fig. 10); and a sleeve rotatably 
disposed about the tube and the compression member (locking member 98, Fig. 9). 
Kowalsky et al. also discloses a delivery catheter (92, Fig. 8 & 9), and a release 
mechanism to releasably attach the delivery catheter to the treatment device (since 
there is no structural limitation on the release mechanism, the operator could be 
considered the mechanism to releasably attach the two together, as he could move the 
device into and through the catheter). 

However, Kowalsky et al. does not disclose that the tube includes a lumen there 
through. However, Cunci et al. discloses a tube with a compression member on the 
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outside of the tube with a lumen (Fig. 10, part 26). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the device to have 
the compression member on a lumen in view of the teaching of Cunci et al., as one of 
ordinary skill in the art would recognize that it would be desirable to allow blood or other 
bodily fluids to pass while providing compression against the coronary sinus wall, as to 
minimally disrupt bodily function. 

Kowalsky et al. also does not disclose that the sleeve includes a side port formed 
therein, wherein the side port is alignable with the compression member by relative 
rotation between the sleeve and the compression member. However, Cunci et al. 
discloses a sleeve (part 22, Fig. 8) with a side port (part 24, Fig. 8) that is alignable with 
a compression member by relative rotation between the sleeve and compression 
member (as seen in Fig 8 with a compression member 26). It would have been obvious 
to one of ordinary skill in the art at the time the invention was made to substitute the 
sleeve of Kowalsky et al. to the sleeve of Cunci et al. in view of the teaching of Cunci et 
al., as Cunci et al. discloses a different mechanism of releasing the compression 
member than Kowalsky et al., and since the major difference between the two sleeves 
is their mechanism of releasing the compression member (Kowalsky et al. retracts the 
sleeve to release the member, Cunci et al. releases the member through the side port), 
it is considered a mechanical equivalent as they both provide the same function of 
releasing the compression member. A change between mechanical equivalents is 
considered within the level of one of ordinary skill in the art. 
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Allowable Subject Matter 

8. Claims 8-9 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

9. The following is a statement of reasons for the indication of allowable subject 
matter: With respect to claims 8 and 9, while the prior art shows all the limitations with 
respect to claim 7, the prior art does not disclose or render obvious a system that has a 
device as explained with respect to claim 7 along with a catheter that has either a 
threaded release mechanism or a driving catheter with a keyway for receiving the 
compression member. Such an addition of those mechanisms can not be considered 
obvious with respect to different prior art references as it would change how the 
catheter functions and would teach away from how the device is implanted with respect 
to the base reference by Kawalsky et al. 

10. Claims 10-16 are allowed. 

1 1 . The following is a statement of reasons for the indication of allowable subject 
matter: With respect to claim 1 0, the prior art shows the structural limitations of the 
device as claimed, however the prior art does not disclose or render obvious applying 
the method in the prior art to a blood vessel and rotating the sleeve to deploy the 
member from a opening in the sleeve to contact a blood vessel. While the prior art 
devices are capable of such a method, and there is prior art that does disclose a 
method for compressing a blood vessel, those devices do not use the rotation of the 
sleeve to have a member go through an opening in the sleeve. Furthermore, the prior 



Application/Control Number: 1 0/531 ,81 8 Page 8 

Art Unit: 4175 

art device that meets the structural limitations has a method that is not for cardiac 
procedures, thus not rendering it obvious to apply the art to the cardiac methods. 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin P. Rice whose telephone number is (571) 
270-3507. The examiner can normally be reached on Monday - Thursday 7:30am- 
5:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrence Till can be reached on (571) 272-1280. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/BR/ 

/Terrence R Till/ 
Supervisory Patent Examiner, Art Unit 4175 



